
VJai’ner-La:mbert C~r~pa~y
170 Tabor Roao
Nlorrls Plalns New Jersey 07950
973 54~.5g9 ~

Fax 973540-3994
E.~J~il T~ppERE@M(_jpS WL C()).J 3552 “98 lxx 13 P2:14

October 1, 1998

Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 “c” St., Sw
Washington, D.C. 20204

Re: Section 403(r)(6) Notification

Dear Sir or Madarn:

Pursuant to Section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act and Food and
Drug Administration regulations at21 CFR 101.93, this letter serves as notification that,
less than 30 days ago, Warner-Lambert Company commenced marketing Quanterra
Mental Sharpness, which contains the ingredient Ginkgo biloba, and the label of which
bears statements of nutritional support.

The statements of nutritional support are as follows:

Principal Display Panel
“Promotes and Maintains Mental Sharpness”
“Concentration”
“Focus”
“Promotes Circulation to the Brain and Extremities”

Back Panel
“Promotes and maintains mental sharpness, concentration and focus.”
“EGb 761@ is the unique and patented extract that has been shown in scientific
studies to increase alpha wave and decrease theta wave activity in the brain,
which is indicative of improved cogrzitive performance. ”
“EGb 761@ also promotes blood circulation and oxygen supply to the brain and
extremities. ”
“EGb 761 B also provides antioxidant protection for the brain and cardiovascular
system. ”
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The undersigned certifies his good faith belief that the information contained in this
notice is complete and accurate, and that Warner-Lambert Company has substantiation
that the statements are truthful and not misleading.

Thank you for your attention to this matter.

Edward J. Tapper, MD
Vice President, Medical and Regulatory Affairs
Warner-Lambert Consumer Healthcare


